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corresponding projected incremental improve-
ments in scanning rates by fiscal year and ra-
tionales for the specified timeframes for each 
land port of entry. 

(2) Estimated costs, together with an acquisi-
tion plan, for achieving the 100 percent high- 
throughput scanning rate within the timeframes 
specified in paragraph (1), including acquisi-
tion, operations, and maintenance costs for 
large-scale, nonintrusive inspection systems or 
similar technology, and associated costs for any 
necessary infrastructure enhancements or con-
figuration changes at each port of entry. Such 
acquisition plan shall promote, to the extent 
practicable, opportunities for entities that qual-
ify as small business concerns (as defined under 
section 3(a) of the Small Business Act (15 U.S.C. 
632(a)). 

(3) Any projected impacts, as identified by the 
Commissioner of U.S. Customs and Border Pro-
tection, on the total number of commercial and 
passenger vehicles and freight rail traffic enter-
ing at land ports of entry and rail-border cross-
ings where such systems are in use, and average 
wait times at peak and non-peak travel times, 
by lane type if applicable, as scanning rates are 
increased. 

(4) Any projected impacts, as identified by the 
Commissioner of U.S. Customs and Border Pro-
tection, on land ports of entry and rail-border 
crossings border security operations as a result 
of implementation actions, including any 
changes to the number of U.S. Customs and 
Border Protection officers or their duties and as-
signments. 

(e) ANNUAL REPORT.—Not later than 1 year 
after the submission of the plan under sub-
section (b), and biennially thereafter for the fol-
lowing 6 years, the Secretary of Homeland Secu-
rity shall submit a report to the Committee on 
Homeland Security and Governmental Affairs of 
the Senate and the Committee on Homeland Se-
curity of the House of Representatives that de-
scribes the progress implementing the plan and 
includes— 

(1) an inventory of large-scale, nonintrusive 
inspection systems or similar technology oper-
ated by U.S. Customs and Border Protection at 
each land port of entry; 

(2) for each system or technology identified in 
the inventory required under paragraph (1)— 

(A) the scanning method of such system or 
technology; 

(B) the location of such system or technology 
at each land port of entry that specifies whether 
in use in pre-primary, primary, or secondary in-
spection area, or some combination of such 
areas; 

(C) the percentage of commercial and pas-
senger vehicles and freight rail traffic scanned 
by such system or technology; and 

(D) seizure data directly attributed to scanned 
commercial and passenger vehicles and freight 
rail traffic; 

(3) the total number of commercial and pas-
senger vehicles and freight rail traffic entering 
at each land port of entry at which each system 
or technology is in use, and information on av-
erage wait times at peak and non-peak travel 
times, by lane type if applicable; 

(4) a description of the progress towards 
reaching the benchmarks referred to in sub-
section (d)(1), and an explanation if any of such 
benchmarks are not achieved as planned; 

(5) a comparison of actual costs (including in-
formation on any awards of associated con-
tracts) to estimated costs set forth in subsection 
(d)(2); 

(6) any realized impacts, as identified by the 
Commissioner of U.S. Customs and Border Pro-
tection, on land ports of entry and rail-border 
crossings operations as a result of implementa-
tion actions, including any changes to the num-
ber of U.S. Customs and Border Protection offi-
cers or their duties and assignments; 

(7) any proposed changes to the plan and an 
explanation for such changes, including 
changes made in response to any Department of 

Homeland Security research and development 
findings or changes in terrorist or transnational 
criminal organizations tactics, techniques, or 
procedures; and 

(8) any challenges to implementing the plan or 
meeting the benchmarks, and plans to mitigate 
any such challenges. 

Amend the title so as to read: ‘‘An Act to 
require the Secretary of Homeland Security 
to develop a plan to increase to 100 percent 
the rates of scanning of commercial and pas-
senger vehicles and freight rail entering the 
United States at land ports of entry along 
the border using large-scale, non-intrusive 
inspection systems to enhance border secu-
rity, and for other purposes.’’. 

Ms. TORRES SMALL of New Mexico 
(during the reading). Mr. Speaker, I 
ask unanimous consent to dispense 
with the reading. 

The SPEAKER pro tempore. Is there 
objection to the request of the gentle-
woman from New Mexico? 

There was no objection. 
The SPEAKER pro tempore. Is there 

objection to the original request of the 
gentlewoman from New Mexico? 

There was no objection. 
A motion to reconsider was laid on 

the table. 
f 

PERMISSION FOR COMMITTEE ON 
HOMELAND SECURITY TO FILE 
SUPPLEMENTAL REPORT ON H.R. 
5828, DHS ILLICIT CROSS-BORDER 
TUNNEL DEFENSE ACT 

Ms. TORRES SMALL of New Mexico. 
Mr. Speaker, I ask unanimous consent 
that the Committee on Homeland Se-
curity be authorized to file a supple-
mental report on the bill, H.R. 5828. 

The SPEAKER pro tempore. Is there 
objection to the request of the gentle-
woman from New Mexico? 

There was no objection. 
f 

DESIGNATING ROOM H–150 OF THE 
UNITED STATES CAPITOL AS 
‘‘THE JOSEPH H. RAINEY ROOM’’ 
TO HONOR THE HISTORIC LIFE, 
CAREER, AND LEGACY OF REP-
RESENTATIVE JOSEPH RAINEY 
OF SOUTH CAROLINA ON THE 
150TH ANNIVERSARY OF HIS 
SEATING AS A MEMBER OF THE 
HOUSE OF REPRESENTATIVES 

Mr. BROWN of Maryland. Madam 
Speaker, I ask unanimous consent that 
the Committee on Transportation and 
Infrastructure be discharged from fur-
ther consideration of House Resolution 
1253 and ask for its immediate consid-
eration in the House. 

The Clerk read the title of the resolu-
tion. 

The SPEAKER pro tempore (Ms. 
TORRES SMALL of New Mexico). Is there 
objection to the request of the gen-
tleman from Maryland? 

There was no objection. 
The text of the resolution is as fol-

lows: 
H. RES. 1253 

Whereas Joseph Hayne Rainey was born 
enslaved on June 21, 1832, in Georgetown, 
South Carolina; 

Whereas South Carolina prohibited the 
education of Black Americans, and instead of 

a formal education, Joseph H. Rainey 
learned the barbering trade from his father, 
Edward Rainey; 

Whereas Edward Rainey used profits from 
his work as a barber to buy his and his fam-
ily’s freedom in the early 1840’s; 

Whereas Joseph H. Rainey eventually 
moved with his family to Charleston, South 
Carolina; 

Whereas in 1859, Joseph H. Rainey married 
his wife, Susan, with whom he had three 
children, Joseph, Herbert, and Olive; 

Whereas in 1861, Joseph H. Rainey was con-
scripted by the Confederate Army and 
worked as a ship’s steward aboard a Confed-
erate vessel which secretly carried goods to 
the Union Navy; 

Whereas during the Civil War, in 1862, Jo-
seph H. Rainey and his wife and family es-
caped to Bermuda, a British colony that had 
abolished slavery in 1834, where he under-
took successful entrepreneurial endeavors 
with his wife; 

Whereas in 1866 Joseph Rainey and his 
family moved back to Charleston, South 
Carolina after the Civil War had ended; 

Whereas Joseph H. Rainey co-founded the 
state Republican Party and represented 
Georgetown, South Carolina on the Party’s 
central committee; 

Whereas Joseph H. Rainey participated in 
the South Carolina State constitutional con-
vention in 1868; 

Whereas Joseph H. Rainey won election to 
the House of Representatives in 1870 and was 
the first African American to serve in the 
House of Representatives; 

Whereas Joseph H. Rainey was sworn in as 
a member of the House of Representatives on 
December 12, 1870 to represent the 1st Dis-
trict of South Carolina in the Forty-First 
Congress; 

Whereas Joseph H. Rainey became the first 
African American to preside over the House 
of Representatives on April 29, 1874; 

Whereas Joseph H. Rainey served with dis-
tinction on several committees, including 
the Committee on Freedmen’s Affairs, the 
committee handling all legislation con-
cerning formerly enslaved people; 

Whereas Joseph H. Rainey implored Con-
gress to provide more resources for edu-
cation, calling for a federal, publicly funded 
school system to develop the ‘‘future law-
makers and rulers of our country’’; 

Whereas Joseph H. Rainey spoke on the 
House floor in support of a $1 million appro-
priation to protect voting rights in the 
South, which was later approved; 

Whereas Joseph H. Rainey called for deci-
sive federal action to end widespread vio-
lence in the former Confederacy, advocating 
for passage of the Ku Klux Klan Act of 1871; 

Whereas Joseph H. Rainey spoke exten-
sively on the floor of the House of Represent-
atives about discrimination he faced as a sit-
ting Member of Congress, advocating for a 
civil rights act to end discrimination on ju-
ries, in schools, on transportation, and in 
public accommodations; 

Whereas Joseph H. Rainey departed the 
House of Representatives on March 3, 1879 
following electoral backlash against Recon-
struction; 

Whereas Joseph H. Rainey was the longest- 
serving African American Member of Con-
gress during the Reconstruction period; 

Whereas Joseph H. Rainey was appointed a 
special agent of the United States Depart-
ment of the Treasury in South Carolina in 
1879 following his Congressional service; 

Whereas Joseph H. Rainey is now com-
memorated in the United States Capitol in 
an exhibit unveiled on December 4, 2020 by 
the Speaker of the House, highlighting his 
legacy and the foundation he laid for genera-
tions of lawmakers; and 

VerDate Sep 11 2014 05:24 Dec 11, 2020 Jkt 019060 PO 00000 Frm 00017 Fmt 4634 Sfmt 0634 E:\CR\FM\A10DE7.020 H10DEPT1S
S

pe
nc

er
 o

n 
D

S
K

12
6Q

N
23

P
R

O
D

 w
ith

 H
O

U
S

E



CONGRESSIONAL RECORD — HOUSEH7130 December 10, 2020 
Whereas the Historian and the Clerk of the 

House of Representatives published a histor-
ical record in September 2020 entitled ‘‘ ‘We 
Are in Earnest for Our Rights’: Rainey and 
the Struggle for Reconstruction’’, chron-
icling the legacy of Representative Joseph 
Rainey: Now, therefore, be it 

Resolved, That room H-150 of the United 
States Capitol is designated as ‘‘The Joseph 
H. Rainey Room’’ to honor the historic life, 
career, and legacy of Representative Joseph 
Rainey of South Carolina on the 150th anni-
versary of his seating as a member of the 
House of Representatives. 

The resolution was agreed to. 
A motion to reconsider was laid on 

the table. 
f 

CORRECTING THE ENROLLMENT 
OF S. 1869 

Mr. BROWN of Maryland. Madam 
Speaker, I ask unanimous consent to 
take from the Speaker’s table the con-
current resolution (S. Con. Res. 51) cor-
recting the enrollment of S. 1869, and 
ask for its immediate consideration in 
the House. 

The Clerk read the title of the con-
current resolution. 

The SPEAKER pro tempore. Is there 
objection to the request of the gen-
tleman from Maryland? 

There was no objection. 
The text of the concurrent resolution 

is as follows: 
S. CON. RES. 51 

Resolved by the Senate (the House of Rep-
resentatives concurring), That in the enroll-
ment of S. 1869, an Act to require the disclo-
sure of ownership of high-security space 
leased to accommodate a Federal agency, 
and for other purposes, the Secretary of the 
Senate shall, in section 4(c)(3) of the Act, 
strike ‘‘thereafter for years’’ and insert 
‘‘thereafter for 9 years’’. 

The concurrent resolution was con-
curred in. 

A motion to reconsider was laid on 
the table. 

f 

ORANGE BOOK TRANSPARENCY 
ACT OF 2019 

Mrs. DINGELL. Madam Speaker, I 
ask unanimous consent to take from 
the Speaker’s table the bill (H.R. 1503) 
to amend the Federal Food, Drug, and 
Cosmetic Act regarding the list under 
section 505(j)(7) of the Federal Food, 
Drug, and Cosmetic Act, and for other 
purposes, with the Senate amendment 
thereto, and concur in the Senate 
amendment. 

The Clerk read the title of the bill. 
The SPEAKER pro tempore. The 

Clerk will report the Senate amend-
ment. 

The Clerk read as follows: 
Senate amendment: 
Strike all after the enacting clause and in-

sert the following: 
SECTION 1. SHORT TITLE. 

This Act may be cited as the ‘‘Orange Book 
Transparency Act of 2020’’. 
SEC. 2. ORANGE BOOK MODERNIZATION. 

(a) SUBMISSION OF PATENT INFORMATION FOR 
BRAND NAME DRUGS.— 

(1) IN GENERAL.—Paragraph (1) of section 
505(b) of the Federal Food, Drug, and Cosmetic 

Act (21 U.S.C. 355(b)) is amended to read as fol-
lows: 

‘‘(b)(1)(A) Any person may file with the Sec-
retary an application with respect to any drug 
subject to the provisions of subsection (a). Such 
persons shall submit to the Secretary as part of 
the application— 

‘‘(i) full reports of investigations which have 
been made to show whether such drug is safe for 
use and whether such drug is effective in use; 

‘‘(ii) a full list of the articles used as compo-
nents of such drug; 

‘‘(iii) a full statement of the composition of 
such drug; 

‘‘(iv) a full description of the methods used in, 
and the facilities and controls used for, the 
manufacture, processing, and packing of such 
drug; 

‘‘(v) such samples of such drug and of the ar-
ticles used as components thereof as the Sec-
retary may require; 

‘‘(vi) specimens of the labeling proposed to be 
used for such drug; 

‘‘(vii) any assessments required under section 
505B; and 

‘‘(viii) the patent number and expiration date 
of each patent for which a claim of patent in-
fringement could reasonably be asserted if a per-
son not licensed by the owner of the patent en-
gaged in the manufacture, use, or sale of the 
drug, and that— 

‘‘(I) claims the drug for which the applicant 
submitted the application and is a drug sub-
stance (active ingredient) patent or a drug prod-
uct (formulation or composition) patent; or 

‘‘(II) claims a method of using such drug for 
which approval is sought or has been granted in 
the application. 

‘‘(B) If an application is filed under this sub-
section for a drug, and a patent of the type de-
scribed in subparagraph (A)(viii) is issued after 
the filing date but before approval of the appli-
cation, the applicant shall amend the applica-
tion to include the patent number and expira-
tion date.’’. 

(b) SUBSEQUENT SUBMISSION OF PATENT IN-
FORMATION.— 

(1) IN GENERAL.—Section 505(c)(2) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
355(c)(2)) is amended— 

(A) by inserting before the first sentence the 
following: ‘‘Not later than 30 days after the date 
of approval of an application submitted under 
subsection (b), the holder of the approved appli-
cation shall file with the Secretary the patent 
number and the expiration date of any patent 
described in subsection (b)(1)(A)(viii), except 
that a patent that is identified as claiming a 
method of using such drug shall be filed only if 
the patent claims a method of use approved in 
the application. If a patent described in sub-
section (b)(1)(A)(viii) is issued after the date of 
approval of an application submitted under sub-
section (b), the holder of the approved applica-
tion shall, not later than 30 days after the date 
of issuance of the patent, file the patent number 
and the expiration date of the patent, except 
that a patent that claims a method of using 
such drug shall be filed only if approval for 
such use has been granted in the application.’’; 

(B) in the first sentence following the sen-
tences added by subparagraph (A), by striking 
‘‘which claims the drug for which’’ and all that 
follows through ‘‘of the drug.’’ and inserting 
‘‘described in subsection (b)(1)(A)(viii).’’; 

(C) in the second sentence following the sen-
tences added by subparagraph (A), by inserting 
after ‘‘could not file patent information under 
subsection (b) because no patent’’ the following: 
‘‘of the type for which information is required to 
be submitted in subsection (b)(1)(A)(viii)’’; and 

(D) by adding at the end the following: ‘‘Pat-
ent information that is not the type of patent 
information required by subsection 
(b)(1)(A)(viii) shall not be submitted under this 
paragraph.’’. 

(2) UPDATING LIST.—Clause (iii) of section 
505(j)(7)(A) of the Federal Food, Drug, and Cos-

metic Act (21 U.S.C. 355(j)(7)) is amended by 
striking ‘‘(b) or’’. 

(c) LISTING OF EXCLUSIVITIES.—Subparagraph 
(A) of section 505(j)(7) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355(j)(7)) is 
amended by adding at the end the following: 

‘‘(iv) For each drug included on the list, the 
Secretary shall specify any exclusivity period 
that is applicable, for which the Secretary has 
determined the expiration date, and for which 
such period has not yet expired, under— 

‘‘(I) clause (ii), (iii), or (iv) of subsection 
(c)(3)(E); 

‘‘(II) clause (iv) or (v) of paragraph (5)(B); 
‘‘(III) clause (ii), (iii), or (iv) of paragraph 

(5)(F); 
‘‘(IV) section 505A; 
‘‘(V) section 505E; 
‘‘(VI) section 527(a); or 
‘‘(VII) subsection (u).’’. 
(d) ORANGE BOOK UPDATES WITH RESPECT TO 

INVALIDATED PATENTS.— 
(1) AMENDMENT.—Section 505(j)(7) of the Fed-

eral Food, Drug, and Cosmetic Act (21 U.S.C. 
355(j)(7)) is amended by adding at the end the 
following: 

‘‘(D) In the case of a listed drug for which the 
list under subparagraph (A)(i) includes a patent 
for such drug, and any claim of the patent has 
been cancelled or invalidated pursuant to a 
final decision issued by the Patent Trial and 
Appeal Board of the United States Patent and 
Trademark Office or by a court, from which no 
appeal has been, or can be, taken, if the holder 
of the applicable application approved under 
subsection (c) determines that a patent for such 
drug, or any patent information for such drug, 
no longer meets the listing requirements under 
this section— 

‘‘(i) the holder of such approved application 
shall notify the Secretary, in writing, within 14 
days of such decision of such cancellation or in-
validation and request that such patent or pat-
ent information, as applicable, be amended or 
withdrawn in accordance with the decision 
issued by the Patent Trial and Appeal Board or 
a court; 

‘‘(ii) the holder of such approved application 
shall include in any notification under clause 
(i) information related to such patent cancella-
tion or invalidation decision and submit such 
information, including a copy of such decision, 
to the Secretary; and 

‘‘(iii) the Secretary shall, in response to a no-
tification under clause (i), amend or remove pat-
ent or patent information in accordance with 
the relevant decision from the Patent Trial and 
Appeals Board or court, as applicable, except 
that the Secretary shall not remove from the list 
any patent or patent information before the ex-
piration of any 180-day exclusivity period under 
paragraph (5)(B)(iv) that relies on a certifi-
cation described in paragraph (2)(A)(vii)(IV).’’. 

(2) APPLICABILITY.—Subparagraph (D) of sec-
tion 505(j)(7) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355(j)(7)), as added by 
paragraph (1), applies only with respect to a de-
cision described in such subparagraph that is 
issued on or after the date of enactment of this 
Act. 

(e) REVIEW AND REPORT.—Not later than 1 
year after the date of enactment of this Act, the 
Secretary of Health and Human Services, acting 
through the Commissioner of Food and Drugs, 
shall— 

(1) solicit public comment regarding the types 
of patent information that should be included 
on, or removed from, the list under section 
507(j)(7) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(j)(7)); and 

(2) transmit to Congress a summary of such 
comments and actions the Food and Drug Ad-
ministration is considering taking, if any, in re-
sponse to public comment pursuant to para-
graph (1) about the types of patent information 
that should be included or removed from such 
list. 

(f) GAO REPORT TO CONGRESS.— 
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